Pharmaceutical Industry Federal Statutes and Regulations

VI. SUMMARY OF APPLICABLE F EDERAL STATUTES AND REGULATIONS

This section disausse the Federal regulations tha may apply to this setor.
The purpose of this section is to llight and brieflydesribethe applicable
Federal requirements, and to provide citations for more detailednafiam.
The tree folowing sectons arencluded:

Section VIA contains a gneral overview of major statutes

Section VIB contains a list of ragations specific to this industry
Section VIC contains a list of pendirend proposed redations

Section VID contains agneral overview of other federal statsigpplicable
to the industry

Section VIE. contains a@neral overview of state ratations affectinghe
industry

The desaiptions within Setion VI ae intended soldy for gened
information. Dependingupon the nature or scope of the activities at a
particularfacility, thesesummariesnayor maynot necessarilgescribe all
applicable environmental requirementsdoreover, theydo not constitute
formal interpretations or clarifications of the statutes andlegpns. For
further information readers should consult the Codeedéfal Reglations

and state or loa regulatory agendes. EPA Hotline contects ae aso
provided for each @or statute.

VI.A. General Descrption of Major Statutes
Resource Gnservaiton And Recovery AGRCRA)

RCRA of 1976, whibh anendead the Solid Waste Disposa Act, addresses
solid (Subtitle D) and hazardous (Subtitle C) waste mamagt activities.
The Haardous and Solid \Aste Amendment8&HSWA) of 1984strenghened
RCRA s waste management provisions and addedubtitle |, which gpverns
undergound storag tanks (USTS).

Regulations pomulgated puisuant to SubtitleC of RCRA @40 CR Pats
260-299)establish a“cradle-to-grave’ system governing hazardous vaste
fromthepointof geneation to disposh RCRA haadous watesincludethe
specific materials listed in the ratations (commercial chemical products,
designated with the codeP" or "U"; hazardous wastes from specific
industieg'sources desgnated wih the code "K";or haardouswagesfrom
nonspecific sources, designated with the code "F') or materials which
exhibit ahazrdous waste characteristic figability, corrosivity reactivity

or toxicity and desigated with the codeD").

Regulated entities thategerate hazardous waste are subject to waste
accumulationmanifesting and record keepingtandards.Facilities must
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obtain a pamit ether from EPA or from aStde agency which EPA ha
auhorized to implenent the peamitting progam if they store hazadous
wastesfor morethan 90 dgs beore trestment or disposh Facilities may
treat hazardous waste stored in less-than-nir@dly tanks or containers
without a permit.Subtitle C pemits mntan general facility standads sut
as contingncy plans, emergncy procedures, record keepiagd reporting
requirementsfinancialassurancenechanismsand unit-specific standards.
RCRAadsocontansprovisiong 40 CFR Pat 264 Subpd S and §8264.10) for
conducting corrective actions whichogern the cleanup of releases of
hazardouswaste or constituents from solid waste managnt units &
RCRA-egulated facilitie s.

Although RCRA is aFeded staute many Staes implement the RCRA
program Currently, EPA ha ddegated its aithority to implenent vaious
provisions of RCRA to 47 ofthe 50 Staes and to two U.S. teitories.
Delegation has not beenigen to Alaska, Hawaii, oolva.

MostRCRA requirementsare notindustryspeific but gply to any company
that generates, transports, treats, stores, or disposesatiouswaste. Here
are someimportant RCRA egulatory requirements:

I dentification of Solid and Hazardous Waste$40 CRR Part 261)
lays out the procedure evemgenerator should follow to determine
whether the naterial in quesion creaed s consdered a haardous
waste, solid waste, or is @expted from reglation.

Standardsfor Generators of Hazardous Waste(40 CFR Part 262)
edablishes the responsibilities of hazardous wasteergtors
including obtaining an EPA D number, preparinga manifest,
ensuringproper packagg and labelingmeding standads for waste
accumulation units, and record keepiagd reportingequirements.
Generators can accumulate &rdbus waste for up to 90 dafpr 180
days dependingn the amount of wastemerated) withotiobtaining
apemit.

Land Disposal Restrictions (LDRs) (40 CR Part 268) are
regulations prohibitingthe disposal of hazardous waste on land
without prior treatment. Unde the LDRS program, materials must
meet LDR treatment standards prior to placement in a RCRA land
disposal unit (Iandfill, land trestment unit, waste pile, or surfae
impoundment). Generators of waste subject to tBd&R4 must
provide notification of sud to thedesignated TSD faility to ensure
proper treatment prior to disposal.

Usal Oil Management Standards (40 CHRR Part 279) impose
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management requirements dfecting the storaye, transportaion,
burning, processingand re-refiningf the used oil.For parties that
merelygenerate used oil, refations establish storagstandardskor

a partyconsidered a used oil processor, re-refiner, burnaradceter
(one who gnerates and sells off-specification used oil), additional
trackingand paperwork requirements must be satisfied.

RCRA contains unit-specific sandads for al units used to sore,
treat, or dispose of hazlous waste, includinglanks and
Containers. Tanks and containers used to storealdaus waste
with a high volaile organic coneentraion must met emission
standads unde RCRA Regulations @40 CHRR Pat 264265, Subpart
CC) require gengators to test the waste to ddermine the
concentration of the waste, to satighnk and container emissions
standards, and to inspect and monitorutagd units. These
regulationsapply to al facilitie stha storesud waste includinglarge
guantitygenerators accumulatingaste prior to shipment off-site.

Underground Storage Tanks (USTs) containingpetroleum and
hazadous substaces are regulated unde Subtitle | of RCRA.

Subtitle | regulations (40 CFR Part 280) contain tank desigand
release detection requirements, as well as financial responsibility and

corrective action standards for USTsThe UST progam also
includes upgade requirements for eting tanks that rag be met by

December 22, 1998.

Boilers and Industrial Furnaces (BIFs) that use or burn fuel
containing hazardous waste must comphyith strict desig and
operating standardBIF requlations (40 CR Part 266, Subpart H)
address unit desig provide performance standards, regenmgssions
monitoring and restrict the pe of waste that maye burned.

EPAs RCRA/Supefund/UST Hbtline, at B00) 4249346, responds to
guestions and distributes guidance regarding all RCRA regulatiofise
RCRA Hotline operates weekdays from 9:00 a.m. to 6:00 p.m., ET, excluding
Federal holidays.

Comprehensive Environmental Response, Compensation, And LiabiligERCLA)

CERCLA, a 1980 law commonlinown as Superfund, authcez EPA to
respond to releases, or threatened releases, atibagsubdances tha may
endangr public health, welfare, or the eroment. CERCLA also enables
EPA to force parties responsible for environmentalaninaion to clean it
up or to reimburse the Superfund for response costs incurré®By The
Superfund Amendments and Reauthation Act (SARA) of 1986 reviske
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varioussections of CERCA, extended the taxg authorityfor Superfund,
and created a free-standing law, SARA Title Ill, also known as the
Emergency Planningand CommunityRight-to-Know Act (EPCRA).

TheCERCILA hazardous sibstance rekease reprti ng regulations (40 CRR
Part 302) direct the peson in dharge of a facility to report to the Nationd
Response Center (NRC) aegvironmental release of a laedous sibgance
which equals or ezeeds a reportable quantityReportable quantities are
defined and listed in 40 G¥8302.4.A release report mayigger aresponse
by EPA, or by one or more Federa or Stateemergncyresponseauthorities.

EPA implenents hazardous sibstance resmpnsesaccordng to procedures
outlined in the National Oil andazardousSubstanceBollutionContingency

Plan (NCP) (40 CR Part 300).The NCP includes provisions for pemeat
cleanups,known as remedial actions, and other cleanups referred to as
"removas.” EPA generally takes remedia actions only a sites on the
Nationa Priorities List (NPL), which currently includesapproxmately 1300

sites. Both EPA and states can act at other sites; however, EPA movide
responsiblepaties theoppotunity to conductrenoval and renedial acions

and encourages community involvement throughout the Superfundreponse
process.

EPA's RCRA/Supefund and EPCRA Hotline, at 800) 4249346, answes
guestions and references guidance pertaining to the Superfund progham.
CERCLA Hotline operates weekdays from 9:00 a.m. to 6:00 p.m., ET,
excuding Federalholidays.

Emergency Planning And Community Right-To-Know BEGRA)

The Superfund Amendments and Reauthatign Act (SARA) of 1986
created EPCRA, also known as SARA Titlea statute designed to improve
communityaccesso information about chemical hexds and to facilitate the
development of chemical emeegcy response plans b$tate and local
governments. EPCRA required the establishment of State esmeg
response commissions (SERCs), responsible for coordinategain
emergency response activities and for appointingal emergncy planning
committees (LEPCs).

EPCRA and the EPCRA reglations (40 CR Parts 350-372) establish four
types of rgorting obligations for failitie s whidh storeor manage speified
chemcals:

EPCRA 8302requires fecilitie s to notifythe SERC ad LEPC of he
presence of any"extremely hazrdous substancgthe list of such
substances is in 40 GFPart 355, Appendices A and Bit has sub

Sector Notebook Project 100 September 1997



Pharmaceutical Industry Federal Statutes and Regulations

substance in excess of thesubstace's threshold planing quantity,
and directs the facilitjo appoint an emeegcyrespons&oordinator.

EPCRA 8304 requires thefacility to ndify the SERC and the LEPC
in the eventof arelease equalg or exceedng the reporéble quanity
of a CERCIA hazrdous substance or an EPCRAtrerely
hazrdous substance.

EPCRA 8311 and 8312equire a facility a which a hazardous
chemical, as defined byhe Occupational Safegnd Health Act, is
present in an amount eedinga specified threshold to submit teet
SERC, LEPC and loa fire depatment maerial sdety daa shests
(MSDSS) or lists of MSDSand haardous chemical inventorfprms
(also known as Tierand | forms). This information hdps heloca
government respond in the event of a spill or releadeeafemcal.

EPCRA 8313requires manufecturing facilitie s induded in SIC codes
20 through 39, which have ten or more empt@g, and which
manufacture, process, or use specified chemicals in amourgstgr
than threshold quantities, to submit an annual tax chemical release
report. This report, commonlinown as the &fm R, covers releas
and transfas of toxc chemicas to vaious failities ad
environmental media, and allows EPA to camghienaiond Toxic
Releaseriventory(TRI) database.

All information submitted pursuant to EPCRA ukgions is publicly
accessile, unkss praéced bya rade secretlaim.

EPA's RCRA, Supefund and FPCRA Hotline, at (800) 4249346, answes
guestions and distributes guidance regarding the emergency planning and
community right-to-know regulations. The EPCRA Hotline opeates
weekdaysrbm 9:00 a.m.d 6:00 p.m., ETexclding Federalholidays.

Clean Water Act (CWA)

Theprimay objective of theFederal Water PollutionControl Act, commonly
referred to asthe CWA, is to restoreand mantain the chemica, physical, and
biologcal integrity of the naton's surface wats. Pollutants regulated under
the CWA include ‘priority" pollutants and various tox pollutants;
"conventionalpollutants, such as biochemicalyggn denand BOD), total
suspended sdlds (TS5), fecalcoliform, oil and gease, and pHand "non-
conventiond" pollutants which are pollutants not identified as ethe
conventional or priority

The CWA regulates both direct and indirect dischesg The National
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Pollutant Discharge Elimination Systen (NPDES) progam (CWA 8402)
controls direct dischags into navigble waters.Direct discharges or"point
source" dischargs are from sources such as pipes and seWwPRDES
permits, issud by ether EPA or a authorized Stae (EPA ha aithorized 42
States to administer the NPDES pn@agn), contain industrgpecific,
technolog-basedand/orwater qualitybased limits, and establish pollutant
monitoringrequirements. A facility tha intends to disharge into thenaion's
waters must obtan a pemit prior to initiging its disharge. A pemit
applicant must provideguantitative andytica daa identifying the types of
pollutants present in the facility 's effluent. The permit will thensetforth the
conditiors and effluent limitations under which a facilitymay make a
dischare@.

A NPDESpeamit may dso indudedischage limits based on Federal or Stae
water qudity criteria or standads tha were designed to protet designaed
uses of surface waters, such as suppoeqatidife or recreation.These
standards, unlike the technologl standards, eperally do not take into
account technolagal feasibility or costs. Water quality criteria and
standards varyrom state to state, and site to site, dependimdhe use
classification of the receivingpody of water. Most states follow EPA
guidelines, which propose aquatic life and human healtérierfor many of
the 126 prioritypollutants.

Storm Waer Discharges

In 1987 the CVWA was amended to require EPA to establish anarmgo
address sorm water discharges. In responseEPA promulgtedthe NPDES
stormwater pamit gpplication regulations. Thee regulations rejuire that
facilities with thefollowing storm waer discharges gpply for an NPDES
permit: (1) a discharg associated with industrial activit2) a discharg
from alarge or medium municipal storm sewessm; or (3) a dischaeg
which EPA or the State determines to contribute to a violation of a wate
qudity standad or is asignificant contributor of pollutats to waers of the
United States.

Theterm "storm water dischagassociated with industrial activitgpneans
a storm water discharg from one of 11 categies of industrial activity
defined at 40 CHR 122.26. Six of the categries are defined b8IC codes
while the other five are identified throkigharrative descriptions of the
regulated industrial activity If the primarySIC codeof thefacility is oneof
those identified in theregulations, thefacility is subjet to thestorm waer
permit gpplication requirements. If any activity & afacility is covered by one
of the five narraitve caegories, sbrm water dischar@s fromthose areas
where the activities ocur ae subjet to storm wéer discharge pamit
application requirements.
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Those facilitie s/activities tha are subject to storm wéer discharge pamit

application requirements ae identified bdow. To ddermine whether a

particular facilityfalls within one of these categes, the reglation should
be consulted.

Category i: Facilities subjet to storm wéer effluent guidelines, new
source performance standards, oti¢@ollutant effluent standards.

Category ii: Facilities dassified as SIC 24-lumbe and wood
products (exept wood kitchen cabinets); GR6-paper and allee
products (exept paperboard containers and productsf; 38-
chemicals and allied products (egpt drug and paints); & 291-
petroleum refining and SC 311-leather tanningnd finishing 32
(except 323)-stone, clayglass, and concrete, 33-primametals,
3441-fabricated structural metal, and 373-shiplzoatl building and

reparing.

Category iii: Facilities dassified as SIC 10-meéal mining; SIC 12-
coa mining; SIC 13-oil and gs exraction; and ST 14-nonmetallic
minea mining

Category iv: Hazardous waste treatment, stoeagor disposal
facilities.

Category v: Landfills, land gplication sites, and op& dumpstha
receive or have received industrial wastes.

Category vi: Facilities classified as 815015-used motor vehicle
parts; and SC 5093-automotive scrap and waste materialaleay
facilities.

Category vii: Steam dectric powe generating facilitie s.

Category viii: Facilities dassified as SIC 40-ralroad transportdion;
SIC 41-local passergy transportation; & 42-trucking and
warehousingexcept public warehousingnd storag); SIC 43-U.S.
PostalService;SIC 44-water transportation; SU5-transportation by
air; and SC 5171-petroleum bulk storagtations and terminals.

Category ix: Sewage treatment works.

Category x: Constrution ectivities except opeations tha result in
the disturbance of less than five acres of total land area.
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Category xi: Facilities classified as 8l 20-food and kindiek
products; ST 21-tobacco products; SR2-texile mill products;SIC
23-apparel related products; G12434-wood kitchen cabinets
manufacturing SIC 25-furniture and fitures; SC 265-paperboard
containers and baes; SC 267-converted paper and paperboard
products; ST 27-printing publishing and alliedndustries SIC 283-
drugs SIC 285-paints, varnishes, lacquer, enamels, anddallie
products; ST 30-rubber and plastics; GI31-leather and leather
products (exept leather and tannirand finishing; SIC 323-dass
produds; SIC 34fabricated mdal produds (except fabricated
structuralmetal); SC 35-industrial and commercial machinearyd
computer equipment; & 36-electronic and other electrical
equipment and componentsCS37-transportatioaquipmentexcept
ship and boat buildingrd reparing); SIC 38-measuring, andyzing,
and controlling instruments; SC 39-misellaneous maufacturing
industries; and $1 4221-4225-public warehousiagd storag.

Pretreatment Proam

Another tye of discharg that is reglated by the CWA is onetha goes b a
publidy-owned treatment works (POTWSs). Thendiond pretreatment
program (CWA 8307(b)) controls the indirect dischargf pollutants to
POTWs by"industrial users. Feacilities requlated under 8307(b) must meet
certain pretreatment standard3he gal of the pretreatment pnagn is to
protect municipal wastewater treatment plants from daethgt mayoccur
when hazardous, toxc, or other wastes are dischadgnto a sewer syan
andto protect thequdity of sludge gererated by thes darts. Dischagesto
aPOTW ae regulated primaily by thePOTW itséf, ratherthanthe State or
EPA.

EPA has developed technolptpased standards for industrial users of
POTWs. Different standards apply to exsting and new sources thin each
category. "Categoricd" pretreatment standards applicable to an industry
a nationwide basis are developed BRA. In addition, another kind of
pretreatment stendad, "loca limits," are developed bythe POTW in ordeto
assist the POTW in @hieving the effluent limitations in its NPDES penit.

Regardless of whether a State is authorized to implenent ather the NPDES
or the pretreatment progm, if it develops its own progm, it mayenforce
requirements more striegt than Ederal standards.

Spill Prevention, Control and Countermeasure Plans

The 1990 Oil Pollution Act requires that facilities that could reasonably
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expected to discharge oil in harmful quantities prepare and implement more
rigorous Spill Prevention Control and Countermeasure (SPCC) Plan cequire
under the CWA (40 GR 8112.7). There are also criminal and civil pees.

for deliberate or negligent splls of oil. Regulationscovering responséo oil
discharges and contingency plans (40 CFR Part 300), anddeility Response
Plans to oil dischargs (40 CR 8112.20) and for PCBansformers and
PCB-containingitems were revised and finatid in 1995.

EPA’s Office of \&ter, at 02)260-5700, will direct callers with questions
about the CVA to the appropriate EPA officeEPA also maintains a
bibliographic database of Office of aér publications which can be
accessed through the Grounaéf and Drinking Véter resouice center, at
(202)260-7786.

Safe Drinking Véter Act SDWA)

The SDWA mandaestha EPA establishregulations to protet human hedth

from contaninants in drinkingwater. The law authorizes EPA to deelop

national drinkingwater standards and to create a jomtdfal-State sstem
to ensurecompliance with these stardards. The WA also directs EPA to

protect undergound sources of drinkingvater throuf the control of
undergound injection of liquid wastes.

EPA has developed primargnd secondargrinking water standards unde
its SDWA auhority. EPA and auhorized satesenforcethe primary drinking
water standads, whid ae, contaninant-speific conceentraion limits tha
apply to certain public drinking water supplies. Primay drinking water
standads onsist of maimum contaminant level goas (MCLGs), which are
non-enforceabé heath-based gals, and maximum contminant levels
(MCLs), which are enforceable limits set as close to NBSlas possible,
consideing cost and feasibility of atainment.

The SDWA Underground Inj ection Control (UIC) progam (40 &R Parts
144-148)is a pemit program which protects undeground souces of
drinking water by regulating five classes of injection wdls. UIC pemits
include desig, operatinginspection, and monitoringquirements Wells
used to inject hazardous wates must &so @mply with RCRA orrective
action standadsin orde to have RCRA pemit by rule staus, aad must met
applicade RCRA land disposhrestrictions stadads. The UIC pamit
program is primarily state-enforced, sice EFA has autorized al buta few
staes to alministe the progam.

The SDWA also provides for adderallyimplemented Sole Source Aquifer
progam, which prohibits &leral funds from beingxpended on projecthat
may contaminate the sole or principal source of drinkimater for a gven
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area, and for a State-implementediMéad Protection pragm, desiged to
protect drinkingwater wells and drinkingvater rechargareas.

EPA’s Safe Drinking \ater Hotline, at 800)426-4791 answergjuestions
and distributes guidance pertaining to S[AWstandards. The Hotline
operates from 9:00 a.m. through 5:30 p.m., EXcludng Federal holidays.

Toxic Substances Control AGISCA)

TSCA ganted EPA aithority to aeate aregulatory framework to @llect daa
on chemicals in orde to evaluate, assess, mitigite, and control risks whit
may be posed byheir manufacture, processirand use.TSCA provides a
variety of control methods to prevent chemicals from posingeasonable
risk.

TSCA standards ray apply at any point during a chencal's life cycle.
UnderTSCA 85, EPAhas atablished an inventory of chemical subgances.

If achemicalis notalreadyon theinventory andhasnot been esgluded by
TSCA, a premanufacture notice (PMN) must besubmittel to EPA prior to
manufacture or mport. The MMN mustidentfy the chencal and provile
available information on health and environmental effectdf available data

are not sufficient to evaluate the chemicals effects, EPA can impose
restrictions pending the development of information on its health and
environmentl effecs. EPA can abo regtict significant new uses of
chemicals based upon factors such as the projected volume and use of the
chemcal

Under TSCA 86, EPA can ban the manufacture or distribution in coteme
limit the use, require labding, or place oher restictions on cheneals that
pose unreasonable risksAmong the chemicals EPA retates under 86
authority are asbestos, chlorofluorocarbons @Sf; and polghlorinated
biphenys (PCB).

EPA’'s TSCA Assistance Information Service,22) 554-1404, answers
guestionsaanddistributes guidance pertaining to Toxic Substances Control
Act standards.TheSevice operatesfrom 8:30 a.m.hrough 4:30 p.m., ET
excuding Federalholidays.

Clean Air Act CAA)

The CAA and its amendments, includirige Clean Air Act Amendments
(CAAA) of 1990, ae designed to “protect and enhance the ndion's ar
resources so asto promote the public health and welfare and the productive
capacity of the population.” The CAA consists of sisections, knownsa
Titles, which direct EPA to establish naiond standads for ambient air
qudity andfor EPA and theStdes to implanent, mantain, and enforce these
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standards throudp a varietyof mechanisms. Under the CAAA, many
facilitie s will be required to obtain permits for thefirst time. Stateandlocal
governments oversee, manage, and enforce mangf the requirements of the
CAAA. CAA requlations appear at 40 CFRrB 50-99.

Pursuant to Title | of the CAA, EPA h& established ndiond ambient ar
quality standards (NAAQSS) to limit levels dfriteria pollutants,’Including
carbon monoixle, lead, nitrogn dioxde, particulatenatter, volatile organic
compounds (VOCs), ane, and sulfur didde Geographic areas that meet
NAAQSs for a gven pollutant are classified as attainment areas; those that
do not meet NAAQSs are classified as non-attainment akbasde 8110 of

the CAA, each $ate nust devebp a $ate Implementtion Han (SP) to
identify sources of air pollution and to determine what reductions are
required to meet Ederal air qualitystandards. Revised NAAQSs for
particulates and @ne were proposed in 1996 and ngaynto effectasearly

as late 1997.

Title | dso athorizes EPA to etaldish New Source Performance Standards
(NSPSs)which ae naiondly uniform emission stadads for new stdionary
sources falling within paticular industrid categories. NSPSs ee based on
the pollution control technolog available to that categy of industrid
source.

Unde Title I, EPA establishes and enforces Naiond EmissionStandadsfor
Hazardous Air Pollutants (NESHAPS), nationallgiform standarderiented
towards controlling particular hazardous air pollutants (HAPSJ)itle 1,
sectionl12(c)of the CAA further directed EPA to develop alist of sources
tha emit any of 189 HAPs, and to develop ndgtions for these categes

of sources.To date,EPA has listed 174 categes and developed a schedule
for the establishment of emission gandards. The emissionstandadswill be
developedor bothnewandexisting sources based omaximum achievable
control technoloy (MACT)." The MACT is defined as the control
technology achievingthe maxmum degee of reduction in the emission of
the HAPs, takingnto account cost and other factors.

Title Il of the CAA petainsto mobile sources, such as cars, trucks, buses,
and planes. Reformulated gsoline, automobile pollution control devices,
and vapor recovemyozles on gs pumps are a fewf the mechanisms EPA
uses to reglate mobile air emission sources.

Title IV of the CAA establishes asulfur dioxde emissions progam designed
to reduce the formation of acid raifReduction of sulfur dioxle release
will be obtaned by granting to certain soures limited emissions Bowances
which, begnningin 1995, will be set below previous levels of sulfur dtlex
releases.

Title V of the CAA of 1990 created a permit pramg for all 'major sources"
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(and certain other sources) ndgted under the CAAOne purpose of the
opeaating pemit is to indude in a sinde doaument dl air emissions
requirements that apply to agiven facility. Staes are developing the pemit
programs in accordance wh guidance and redations fromEPA. Once a
Stae progam is gprovel by EPA, pemits will beissuedand monitoredby
that State.

Title VI of theCAA is intended to protet straospheic ozoneby phasingout
the manufacure of oone-depdting chemcals and restict their use and
distribution. Production of Class bubstances, includin@5 kinds of
chlorofluorocarbons (CEs) and chloroform, were phased outdept for
essential uses) in 1996.

EPAS Clean Air TechnologyCenter, at 919) 5410800, provwdes geneal
assistance and information on CAA standard$he Stratospheric Ozone
Information Hotline, at (800)296-1996, prowdes general information about
regulations promulgated under Title VI of the CAA, and EPRPCRA
Hotline, at (800) 535-0202, answers questions about accidental release
prevernion unde CAA 8112(). In addition, theClean Air Technology
Center’ swebsite includes recent CAA rules, EPA guidance documents, and
updates of EPA activitiesMww.epa.gov/ttn then select Directory andnithe
CATC)
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VI1.B. Industry Specific Requir ements

The pharmaceutical industryis affected by several major federal
environmental statutesn addition, the industris subject to numetslaws
and regilations from state and locabgernments desiged to protect and
improve the nation’s health, safegnd environmentA summaryof the
major federal regjations affectinghe pharmaceutical industigllows.

Clean Air Act CAA)

The original CAA authoried EPA to set limits on pharmaceutical plant
emissions. Some of these new souce paformance standads (NSPS)apply

to pharmaceutcal manufacturers induding those for flares (40 CFR Part 60
Subpart A), and storagof \olatile organic liquids (40 CRR Part 60 Subpart
Kb). The Clean Air Act Amendments of 1990 set control standards by
industrial sources for 41 pollutants to be metl995 and for 148 other
pollutantsto be reached bg2003. Under the air todcs provisions of the
CAAA, more sources are covered includsmgallbusinesseg. heHazardous
Organic National Emissions Standard for ledous Air Pollutants, also
known as HON, covers hundreds of chemicals and thousands of process
units. The pharmaceutical industry affected bystandards for equipment
leaks (40 CFR Brt 63 Subpart H), equipment leaks from pharmaceutical
processessingcarbontetrachloride omethylene chloride (40 CFR Part 63
Subpart ), and sandads for emissionsfrom hdogenaed solvent cleaning
(40CHR Pat 63 Subpat T). The HON a$o includesinnovatve provsions
suchas emissions tradinthat offer industrylexibility in complyng with the
rule's emissions gals.

Specificindustriesareregulatedunder other National Emission Standards for
Hazardous Air Pollutants (NESHAP)Thesestandadsare being developed

for the pharmaceutical industfgee Section VIC). Title V of the CAA
introduces anew permit systan tha will require al major sour@s to obtan
operating pe'mits to ®ve dl applicable control requirements. Staes were
required to develop and implement the pamg in 1993 and the first paits
were issued in 1994n December 1994, Scheriijough Phamaceuical s
facility in Kenilworth, New Jeasey, was thefirst in the naion to receve a
facility-wide permit under this Title V progm.

Clean Water Act (CWA)

The Clean Vdter Act, first passed in 1972 and amendetl9i7and1987,
gives EPA the authority to regulate effluents from sevage treatment works,
chemical plants, and other industrial sources into water3he act sets “best
available” technolog standards for treatment of wastes for both direct and
indirect (to a PubliclyOwned Treatment \Wtks (POTW) dischar@s. In
1983, EPA proposed effluent @delines for the pharmaceutical
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manufacturing point source cagory. These gidelines are curreht
underging revisions (see Section VI. C). The implementation of the
guidelines is Iét to the staes who issueNaiond Pollutant Discharge
Elimination Syptem (NPDES) permits for each facility

The pharnaceutcal manufacuring effluent guidelines for pant source
category (40 CHRR Part 439) is divided into process specific effluent
guiddines as follows:

Fermentation - 40 CR Part 439 Subpart A,

Natural product exaction - 40 CR Part 439 Subpart,B

Chemical spthesis - 40 CR Part 439 Subpart C,

Mixing, compoundingformulation - 40 CR Part 439 Subpart D, and
Research - 40 (FPart 439 Subpart E.

Each Subpart consists of effluent limitations representimg amount of
effluent reduction possible bwsing either best practicable control
technologes (BPT), best conventional pollution technalegyBCT), or best
available technologes (BAT). BPTs are used for dischagg from ejsting
pointsourcego controlconventional and non-conventional pollutants as well
assomepriority pollutants.BCTs are used for dischaag from point source

to control conventional pollutant&inally, BATs areusedto control priority
pollutants and non-conventional pollutants when diretilghargdinto the
nation’swaters.Standards are provided foraryde, biologc oxygen demand
(BOD), chemical oxygen demand (COD), total suspended solids (TSS) and
pH. Guidelines for BO and BAT for he research cagpry, new source
peformance standads (NSPS) and pre-treatment standads for new and
existing sources, are g revised and arenithe final rule siage (se Section

VI. C).

The Storm Water Rule (40 CFR 8122.26) requires pharmaceutical facilities
discharging storm water associated with industrial activities (40RCF
8122.26 (b)(14)(®) to applyfor storm water permits.

Safe Drinking V&lter Act Underground Injection Control Program

The federal Undergund hjection Control (UC) progam was established
undertheprovisionsof the SDWA of 1974. This federal progam prescribes
minimum requirements for effective stated jrogams. Sincegroundwater

is amajor source of drinkingvater in the United States, the@progam
requirements were desigd to prevent contamination of Underngnd
Souresof Drinking Water (USDW) resultingfrom theopeation of injection
wells. A USDWi s defined as an “aquifer or its portion which supplies any
public water sgtem or contains a sufficient quanty ground water to
supply a public water systam, or contans less tha 10,000 milligams pe

liter totd dissolvel solids ad is not a exempted aquifer.”
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Since the passag of the Safe DrinkingWater Act, state and federal
regulatory agencies have modified esting progams or developed new
strateges to protectipund water byestablishingegulations tocontrolthe
permitting, construction, operation, monitoringnd closure of injection
wells. In Michigan, where all five of the pharmaceutical industiigjection
wells are located, the state has not sbaghority to implement thefederal
UIC progam but does regate use of injection wells throbgstde law. The
EPAIis the responsible retatory agencyfor implementinghe UIC progam
in the sate.

Thefivewellsusedby the pharnaceutcal conpanies in Michigan ared¢rmed
hazardous Class Injection wells since theinject haardous waste into
formations below the UDW. The process of seting a ste for a Qass |
disposal well involves evaluatinghanyconditions with the most important
beingthe determination that the undeygndformations posess thenatural
ahlity to omontdn and isolde the injected waste A ddailed studyis
conductedto determine the suitabilitgf the undergound formation for
disposal The recering formation nmust be far bebw anyusabé ground
waters and be separated from them bgnfining layers of rock, which
prevent fluid migration into the gound water. The injection pne in the
receving formation nust be of suffcientsize and have stifcient pore space
to acceptand naintain the njecied wasts.

Classl injectionwells are reglated in 40 CR Part 146, Subpart GSubpart

G requires fecilitie s with injection wdls to submit opeating reports ad to
submitplans for testingind monitoringhe wastes, ldrogeologc conditions,
conditionof thewell maerials, mechanica integrity of thewdl, and anbient
conditionsin adjacent aquifersSubpart G also sets criteria for sitiGtass

| hazardous waste injection wells, construction requirements, corrective
action procedures, operatingquirements, and closure plans.

Resource Conservation and Recovery RGRA)

The Resource Conservation and Recovery Act (RCRA) was enactedin 1976
to address problems related to &rapus and solid waste mareagent.
RCRA gives BPA the authority to establish a list of solid and hazardous
wastes and to establish standards andugions for the treatment, stosg
anddisposéof thesewastes. Regulations in SubtitleC of RCRA aldress the
identification, geneation, transportation, reatment, sorage, and dposal of
hazrdouswastes.These reglations are found in 40 GFPart 124 and G¥
Pats 260-279. Unde RCRA, pesons who gnerate wastemust déermine
whetherthewaste is defined as solid waste ordidaus waste Solid wasts
are consideed hazadouswastesif they are listed by EPA ashazrdousor if
they exhibit characteristics of a hazardous waste:idity ignitability,
corrosivity, or reactivity .
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Products, intermediates, and off-specification prasipoentially generated
at pharmaceutical facilities that are considered@rdaznis wastes are el in
40 CFR Part 261.33(f). Some of the handlingnd treatmentequirements
for RCRA hazardous waste gnerators are covered under 40RCRart 262
and include the following: determining wha constitutes aRCRA haardous
waste (Subpart A); manifesting(Subpart B; packagg, labeling and
accumulation time limits (Subpart C); and record keegind reporting
(Subpart D).

Many pharmaceutical facilities store some drdpus wastes at the facilityr
morethan 90 dgs, and aethaefore astorage facility unde RCRA. Storaje
facilities ae required to have a RCRA treatment, stoege, and disposh
facility (TSDF) permit (40 CFR Part 262.34ome pharmaceutical facilities
areconsideed TSDFfacilities and ae subjet to thefollowing regulations
covered under 40 CR Part 264: contirgcy plans and emeegcy
procedures (40 CR Part 264 Subpart D); manifestjmgcord keepingand
reporting(40 CHR Part 264 Subpart E); uaadmanagmentof containers
(40 CFR Part 264 Subpart)] tank sptems (40 CR Part 264 Subpar);J
surface impoundments (40 CFR264 Subpart K); landreatmen{40CFR
Part 264 Subpart M); corrective action of &rdpus waeste releases (40 CFR
Part 264 Subpart S); air emissions standards for process ventsesses
thatprocessor generatehazrdous wastes (40 CR Part 264 Subpart AA);
emissions standards for leaks in laedous waste handlingquipment (40
CFR Part 264 Subpart B); and emissions standards for containers, tanks,
and surface impoundments thahtaon hazardous wastes (40 GFPart 264
Subpart CC).

A number of RCRA wastes have been prohibited from land disposhunless
treated to meet speific standads undetheRCRA Land DisposéRestriction
(LDR) program. The wastes covered by the RCRA LDRs ae listed in 40

CFR Part 268 Subpart C and include a number of wastes commonly
generated at pharmaceutical facilitiesStandards for the treatment and
storage of restricted wastes are described in Subparts D and E, respectively

Many pharmaceutical manufacturindacilities are also subject to the
undergound storag tank (UST) progam (40 CR Part 280). The UST
regulations apply to facilities that store either petroleum products or
hazrdous substances (@pt haardous waste) identified under the
Compehensive Environmental ResponseCompenstion, andLiahlity Act.
USTregulationsaddresslesigqn standards, leak detection, operafngctices,
reponseto releases, finandal responsibility for releases, and dosue
standards.
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Comprehensive Environmental Response Compensation and Liabili§ERC(A)

The Comprehensive Environmental Response Compensation alnitity.
Act of 1980(CERCLA) and the Superfund Amendments and Reauthtoiz
Act of 1986 (SARA) provide the basic @grramework for the fedeta
“Superfund” progam to clean up abandoned &abuswaste sites (40 CFR
Part 305). The 1986 SARA legislaion extended these taxes for five years
and adopted a new broad-based corporate environmentaphicable to
the allied chemicals (§128) industry which includeghe pharmaceuticals
industry. In 1990, Congess passed a simple reauthatian that did not
substantiallichange the law but etended the pragm authorityuntil 1994
and the taxng authority until the end of 1995. A comprehensive
reauthoriation was considered in 1994, but not pas&2dce the egiration
of the taxng authorityon December 31, 199&xes for Superfundhavebeen
temporarily suspended. The taxes can onlybe reinstated bgeauthoriation
of Superfund or an omnibus reconciliation act which could specifically
reauthorize taixng authority The allied chemical industgyays about $300
million ayear in Superfund chemical feedstock texx Superfund’s liability
standard is such that Potentiallgesponsible Parties (PRPs) ny the
entire cost of clean-up at sites, even tlotigpymaybe responble for only
a fracton of he wase.

Title 1l of the 1986 SARA amendments (also known as Emaery
Respons and Community Right-to-Know Act, EPCRA) requires dl
manufacturindacilities, includingpharmaceutical facilities, to regg@nnual
information to the public about stored tog substances as well as release of
these substances into the environment (42 U.S.C. 9604is is known a
theToxic Releasénventory(TRI). EPCRA also establishes requirements for
federal, state, and locabgernments regding emergncyplanning In 1994,
over 300 more chemicals were added to the list of chemicals for which
reportingis required.

Toxic Substances Control AGISCA)

The pharmaceutical industris specificallyexcluded from some of the
requirements of TSCAAny drugs manufactured, processed, and distetbut
in commerce are ewded bydefinition from the thventory Reporting
Regulations (40 CIR Part 710.4(c)) and the Pre-ManufacturiNgtice
requirements (40 G¥720.30(a)) of TSCA.
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VI.C. Pending and Proposed Regulatory Requirerants

Clean Air Act CAA)

Under the Clean Air Act, National Emissions Standards foratdans Air

Pollutants (NESHAPS) are bemg devebped for he pharmaceutcal
manufacturingndustry

Clean Water Act (CWA)

Aspart of the Clean \&ter Act revision process, the effluentidelines for
the pharmaceutical indust(40 CFR 439) are currentheingrevised and
reviewed. A mgor part of the review consides theinclusion of limitations
for toxic and non-conventional volatile @gc pollutants.Additionally, the

1983 Nev Soure Paeformance Standads (NSPSjor conventiond pollutants
will also bereevaluaed.
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V1.D. Other Federal Regulations Affecting the Pharmaceutical Industry
Food and Drug AdministratiorFDA)

The Food and DrugAdministration (PA) is part of the Department of
Health and Human Sevices. FDA has thestautory authority to regulate a
wide range of products such as prescription and over-the-countes,drug
foods, biologcs (e.g, blood plasma, vaccines), medical devices.(e.g
needles, heart valves), veterinarydrugs, cosmetics and consumerogls that
emit radiation. This authorityhas beenmntedto FDA by Congessunder
various laws includinghe Federal Food, Drugand Cosmetic Act and the
Public Hedlth Sevice Act.

There are five Centers within FDA that deal with FDA-regulated aticles:
Center for DrugEvaluation and Research (CDER), Center farl@®jcs
Evaluation and Research (EB), Center for Veterinarledicine (CVM),
Center for Devices and Radiolacpl Health (CDRH), and Center fooéd
Safetyand Applied Nutrition (CBAN). The Centers review scientific
information provided bypersons vghing to place FDA-reglated aricles into
interstae commerce in orde to deermine whether regulatory requirements
are met. FDA has offices througout the U.S. where testingf FDA-
regulated articles is performed and where investigs are based.
Investigators go to U.S. and foreign manufacturing fecilitie s and othe types
of facilities involved in PA-regulated activities to verifghat theyare in
compliance with FDA regulations.

FDA'’s genera approah to regulating various aticles is simila, however,
due to the diverse nature of these products, there afatoay requirements
tallored to each ype of FDA-reglated aricle. Below is a sunmary of
information relatingo the tye of produts regulated by CDER. Additiond
information on other BA-regulated articles maie located in 21 G¥ or by
contacting FDA directly.

Themanufacturindacilities thatproducedrugs for human ue ae regulated

by CDER. The methods, facilities, and controls used for the manufacture
processingand packingf a drugare reviewed bi#DA to determinevhether
they are adequate to ensure and preserve the drug’ s identity, strength, quality

and purity. These characteristics ae critical to ensure the sdety and ffi cacy

of a drug for human use. CDER conducts a scientific review of
manufacturingnethodsandprocess controls for the drggbstance and drug
product. Field investigitors conduct on-site reviews to verife accuracy

of the information submitted to CDER andto determinefacility compliance
with FDA’s Good Manufacturing’ractices (GMPSs).

FDA’s review of a pharmaceutical facilitgloes not include auditing
compliance with regjations pertainingo the protectionfathe environment.
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However, in accordance with the National Environmernaty? Act of 1969
(NEPA), which requres al Federalagences b assesshe envionmendél
impads of ther actions, CDER ha integrated the consideation of the
environmental impacts of approvindrug product applications into its
regulatory process (21 CFR Part 25). When an environmental review under
NEPA is required, the review focuses on the environmental impacts of
consume useand disposaof thedrugand is baed on informaion submittel

by the manufacturers, or on a manufacturer’s certification that arcatpgii

falls within an established catag of applications exluded from the
requirement to submit informaon.

After the original approvd from CDER, & gpplicant may wish or ned to
make chanes in the method of manufacture, testiate. described in their
application. An applicant is required to notifyDA about each chaedn
eachcondition established in an gpproved goplication (e.g., ingredients,
solvents, processes) begyd the variations alreadgrovided for in the
application (21 CRR 8314.70(a)). Dependingon the tpe of chang, the
applicant notifies DA about it in (1) a sipplementrequring FDA approval
before the changis made (8314.70(b)), (2) a supplement for clearna
may be made beforeA approval (8314.70(c)), or (3) an annual report
(8314.70(d)). Changs requiringFDA approval before thegire made may
include changes in the sythesis of the drugroduct or chargs in solvents;
the addition or deletion of an imgdient; and charmg in the method of
manufacturer in-process control of the drpgoduct manufacturingrocess.
Theregulationsspecifythe methodof reportingcertain changs. CDER also
provides additional gidance on the method of reportimfpangs and
documentation needed to support chaagn giidance for industrye.g,
“Guidance for hdustry Immediate Release Solid ORdbsag Forms, Scale-
Up and Post Approval Ghges: Chemistry Manufacturing and Controls, In
Vitro Dissolution Tsting and In Vivo Bioequivalence Documentation,”
November 1995).

The changs in a nanufacuring processtiat a manufacurer may wish to
undertke to prevent or reduce pollution would mog likely bereported in a
supplementequiringFDA gpprovd beore the change could be made (e.g.,
88314.70(b)(1)(iv) and 314.70(b)(2)(viZhangs such atheseoftenrequire
themanufactureheforesubmittingthe supplemental application to theA,

to generate data that demonstrate the proposed eldoes not adversely
affect the identity, strength, quadity or purityof thedrug An agpplicant may
askFDA to expediteits reviewif a delayin makingthe changwould impose
anextraordinaryhardshippntheapplicant (8314.70(b))For changs relating
to pollution prevention, “epedited review” is tgically reserved for those
changes mandated bthe Federal, State or local environmental protection
agencies, which must be accomplished within a specified time fraitee
granting of an eyedited review does not charipe tye of documentation
that needs to be submitted to CDER to support the ehang
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Summary of FDA Regulations Applicable to the Pharmaceutical Industry
Statutory Authority

The Federal Fod Drugand Cosmetic Act, principall$ections 201, 301,
501, 502, 503, 505, 506, 507, 512, 701, 704.

CDER Reguations

21 CRR Parts 300-499

Manufacturing Infor mation Submittal

Manufacturing Information Submittel to CDER in hvestigationd New Drug
Applications (NDs), New Drug Applications (NDAs), Antibiotic
Applications, Abbreviated New DrugApplications (ANDAs), and
Abbreviated Antibiotic DrugApplications (AADAS)

INDs: 8312.23(a)(7)(i)

Other applications: 88314.50(d)(1)(i) and 314.50(d)(1)(ii)(a)
Reporting Changes in Manufacturing Methods and @ntrols to CDER

IND Information amendments: §312.31

Supplements and other chaadgo an approved application: 8314.70

Good Manufacturing Practices (GMPSs)

Current Good ManufacturingPractice in Manufacturing Processing
Packing or Holdingof Drugs; General, Part 210

CurrentGoodManufacturingPractice for Finished Rarmaceuticals: &t 211
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VI1.E. Other Statutes and Regulations Affecting the Pharmaceutical Industry
State Statutes and Regulations

Most states have lorgstablished broad-based environmentallagry
programs. Many of these regulatory schemes wee enacted to implement

federal progams and have beemamted local primacyy the USEPA.
Generdly, the state progams areallowed to be more restrictive than federal

requirements and, in some cases, ey

Some states with high concentatons of pharraceutcal manufacuring
facilities, have their own ragations pertainingpecificallyto the industry
For example, both New York and Newelseyhave Reasonabkchievable
Control Technolog (RACT) requirements for process specific volatile
organic compound (VOC) emissions. Other states rhaye simila
requirements under their own Statgplementation Plans (B$).

International Standards

The U.S Pharmaceutical industng largely an international industip which
many compalies have manufecturing facilities and sdes and distribution
operationsn countriesotherthantheU.S. h addition to U.S. federal statste
andregulationsthereareinternational laws, regations, treaties, conventions
and initiatives which ae drivers of the environmentd progams of
pharmaceutical companies. The Basel Conventin 14000 standardd)e
environmentatequirement®f NAFTA, andtheevolving European Union
Directives and Reaglations are a few exnples of important international
environmental standards and prags which affect this industry

Drug Enforcement Administration Regulations

Pharmaceutical manufacturingperations maglso be reglated under the
Controlled Substaces Act. This Ad regulates themanufacture, distribution,

and dispensingof controlled substances and is enforcedtly Drug
Enforcement Administration (DEA). Examples of pharmaceuticalproducts
regulated under this Act include Demerol, Percodan, Ritalin, Valium, and
Darvon. A list of controlled substances can be foundiB808 of 21 CR.
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The statute provides “closed” stgm for virtually every person who
legitimately handles controlled substances, other than the ultimate u&sr.

a means of controllinghe distribution of reglated products, DEA sets
guotas limitingthe quantities which maye manufactured or produced tottha
amount which is necessarymeet the lagmate needs of the Uted States.

The regqulations set specific requirements for how such compounds are
handled and stored at a manufactufiaglity. In addition, when dispode

of, these substances must be destrasd in the presence of DEA personnel in
accordance with the ratations found in 21 CFR,éstion 1307.21.
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VII. COMP LIANCE AND ENF ORCEMENT HIS TORY

Background

Until recenty, EPA has focused och of ts atention on neasunng
compliance with spediic envionmentl statutes. This approach abws te
Agency to track conpliance wth the dean Ar Act, the Resource
Conservation and Recovenpct, the Clean Vater Act, and other
environmental statutedVithin the last seera years, the Agency has begun
to supplement sing-media compliance indicators with facilispecific
multimediaindicators of @mpliance. In doingso, EPA is irabeter position
to track compliance with all statutes at thefacility level, and within speific
industrial sectors.

A major step in building the capecity to compile multimedia daa for
industrial sectors was the creation of ES°lategated Daa for Enforcement
Analysis (IDEA) system IDEA has he capady to “read into” the Agency's
singe-media dabases, exactconpliance records, and aich the records

to individud facilities. The IDEA systan can mé&ch Air, Water, Waste
ToxicsPestcideseEPCRA, TRI, and EnforcerantDocketrecords for aigen
facility , and generate alist of historical permit, inspection, and enforcement
activity. IDEA dso ha thecapability to analyze daa by geographic areaard
corporate holde. As thecapacity to generate multimedia compliance daa
improves, EPA will m&e avalable more in-dgoth wmpliance and
enforcement information. Additionally sector-specific measures of success
for compliance assistance efforts are under development.

Compliance ard Enforcement Profile Description

Using inspection, violation, and enforcement data from DIEA system,
this section provides information ragling the historical compliance and
erforcement activity of this setor. In orde to mirror thefacility univese
reported in the Toxic Chemical Profile, thedaa reported within this setion
consistf recordsonly from the TRIreportinguniverse.With this decision,
the selecion crieria are constent across seots with cerein exceptons.
For the sectors that do not normatport to the TRprogam, data have
been provided from EPA's Facility Indexing Systamn (FINDS) whid trecks
facilities in all media databasePRlease note, in this section, EB8esnot
attempt to define the actual number of facilities that fall within each sector.
Instead the section portrays therecords of asubse of facilities within the
sector that are well defined within EPA databases.

As a check on the relative sipf the full sector universe, most notebooks
contain an estimated number of facilities witthie sectoraccordingo the
Bureau of Census (See Sectioh).l With sectors dominated bgmall
businessesuchasmetal finishers and printers, the reportumgverse within
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the EPA databases médge small in comparison to Census ddtmwever,
the group séected for inclusion in this d& andysis setion should le
consistent with this secteigeneral makeup.

Following this introduction is a list definingach data column presented
within this section. These values represent a retrospective sunuhary
inspectons and enforceemtactons, and saly reflectEPA, State, and local
compliance assurace activities tha have been entered into EPA d#abases.

To identify anychangsin trends, he EPA ran two daa queies, onefor the

five calendar gars (April 1, 1992 to March 31, 1997) and the other for the
mostrecent twelve-month period (April 1, 1996 to March 31, 199he
five-year anaysis gives an averag level of actvity for that period for
comparison  the nore recenacivity.

Because mst inspections focus o sirgle-media requirements, the daa
gqueries preented in this setion ae taken from sinde meadia daabases.
Thesedatabasedo not providedata on whether inspections are state/local or
EPA-led. However, the table breakingdown the universe of violations does
give thereadera crudemeasurerantof the EFA's and sdtes'efforts within
eachmediaprogam. The presented data illustrate the variations across EPA
Regons for certain sectofsThis variation maye attrilutable to state/local

data entry variations, speific geographic concentraions, proxmity to
popuktion centers, sendtive ecosystans, hghly toxic chemicals wsed in
production, orhistotical non@mpliance. Hence, the exhibited daa do na
rank regonal performance or necessarigylect which rgions nay have the
most @mpliance problems.

Compliance ard Enforcement Data Definitions

General Definitions

Facility Inde xing Systen (FINDS) -- this sytem assigis acommon faility
numbe to EPA sinde-media pamit records. The FINDS identification
numbe dlows EPA to ompile and review al permit, compliance,
enforcement and pollutant rdease data for any given regulated facility .

Integrated Data for Enforcement Analysis (IDEA) -- is adaa integration
system tha can rerieve informaion from themgor EPA progam office
databaseslDEA uses the INDS identification number to link separataa
records from EPA’s diabases. This dlows rerieva of recads from acrass

2 EPA Regions include the following states | (CT, MA, ME, R, NH, VT); Il (NJ, NY, FR, VI); Il (DC, DE, MD,
PA, VA, WV); IV (AL, FL, GA, KY, MS, NG, SG TN); V (IL, IN, MI, MN, OH, WI); VI (AR, LA, NM, OK, TX);
VII (A, KS, MO, NE); VIII (CO, MT, ND, S, UT, WY); IX (AZ, CA, HI, NV, Pacific Trust Territories); X (AK,

ID, OR, WA).
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media or stdutes for any given facility, thus ceating a "maste list” of
records for tha facility . Someof the daa systens accesible through IDEA
are: AIRS (Air Facility Indexing and Rerieval Systan, Office of Air and
Radiation), PCS Permit Compliance Systan, Office of Water), RCRIS
(Resource Conservation and Recovdrformation Sgtem, Office of Solid
Wastg, NCDB (Nationd Compliance Data Base Office of Prevention,
Pesticides, and Toxc Substances), CERCR® (Comprehensive
Environmental and lability Information Sgtem, Superfund), and TRl
(Toxic ReleaseriventorySystem). IDEA also contains information from
outside sources such as Dun amddBtreet and the Occatjpnd Safety and
Health Administration (OSHA). Most data queries displey in notebook
sectionsV and VI were conducted usin@®EA.

Data Table Columm Heading Defnitions

Facilitie s in Serch -- are based on the universe of TRFkeporters within the
listed SIC code rang. For industries not covered under TRiporting
requirementgmetal mining nonmetallic mineral miningelectric powe
generation, gound transportation, water transportation, andctigning), or
industries in which onla verysmall fraction of facilities repbto TRI (e.g.,
printing), the notebookuses the FINDS universe for executing deta queries.
The SIC code rang selected for each search is definedagh notebook’
selected ST code coveragdescribed in Sectiom.|

Facilities Inspected --- indicates the level of P and state ancy
inspectons for thefacilities in this déa search. These vaues show wha
percentage of the facility universeis inspeted in aoneyear or five-year
period.

Number of Inspections -- mesures the totd numbe of inspetions
conducted in this sectorAn inspection event is counted each time it is
entered into a sirlg media database.

Average Time Between Inspections -- provides an average length of time
expressal in months, beveen compliance inspetions d afacility within the
defined universe.

Facilities with One or More Enforcement Actions -- expresses the number
of facilitie stha were thesubjet of & least oneenforcement action within the
definedtime period. This cate@ry is broken down further into federal and
stae actions. Data are obtaned for administrdive, dvil/judicial, and
criminal enforcement ections. Administraive actions indude Notices of
Violation (NOVs). A facility with multiple enforcement actions is only
couned onee in this column, e.g., a facility with 3 enforcement actions
counts as 1 facility
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Total Enforcement Actions -- describes the total number of enforcement
actions identified for an industrial sector across all environmental statutes.
A facility with multiple enforcement actions is counted multiple times,,e.g

a facility with 3 enforcement actions counts as 3.

State Lead Actions -- shows whatpercenage of the ptal enforcenent
actions are taken by state and bcalenvronmentl agences. Varying levels
of use by states of EPA dda systans mg limit the volume of actions
recorded as site enforcemant acivity. Some states etensively report
enforcement ectivities into EPA d&a systems, while othe staes may use
their own data stems.

Federal Lead Actions -- shows whapercenage of the btal enforcenent
actions are taken e United States Environmental ProtectioreAcy
This value ncludes referra from state agences. Many of these agbns
result from oordinded or joint stée/federa efforts.

Enforcement to Inspection Rate -- is a rato of enforcemant acions to
inspections, and is presented for comparative purposes oftys ratio is a
rough indicator of the relationship between inspections and enforcernent. |
relateghe number of enforcement actions and the number of inspections tha
occurredwithin the one-gar or five-gar period. This ratio includes the
inspections and enforcement actions reported under the Cleimn MAtt
(CWA), the dean Ar Act (CAA) and he Resource ©nservabn and
Recovay Act (RCRA). Inspetions and actions fom the TSCA/HFRA/
EPCRA databaseare not factored into this raio because ostof the actons
takenunder tlese programs ae notthe resut of facility inspections. Alsq,

this ratio does not account for enforcement actions arigiogh non-
inspection compliance monitoringactivities (e.g self-reported water
dischar@s) hat can resulin enforcenentacion within the CAA, CWA, and
RCRA.

Fadlities with One or More Violations Identified -- indicakes he
percentage of inspected fecilitie s having aviolation identified in oneof the
following data categries: In Violation or Sigificant Violation Status
(CAA); Reportable Noncompliance, Current Year Noncompliance,
Significant Noncompliance (CW); Noncompliance and Sigficant
Noncompliance (FFRA, TSCA, and EPCRA); Unresolved Violation and
Unresolved High Priority Violation (RCRA). Thevaues presented for this
column reflect the @®rnt of noncompliance within the measured tinaene,
but do not distingish between the severidf the noncompliare Violation
status may be a precursor to an enforcementaction,but doesnot necessarily
indicate tha an enforcement action will occur.
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Media Breakdown of Enforcement Actions amd Inspections -- four
columns identifythe proportion of total inspections and@uément actions
within EPA Air, Waer, Waste and HFRA/TSCA/EPCRA daabases. Each
column is a pacentage of d@ther the “Totd Inspetions,” or the “Total
Actions” column.

VII.A . Pharmaceutical Industry Compliance History

Table 20 provides an overview tbie reported compliance and enforcement
data for the pharmaceutical industiyer the past fivegars (April1992to
April 1997) These daa are dso broken out by EPA Region thereby
permitting geographical compaisons. A few points @ident from thedaaare
listed bdow.

Regon Il has more than twice the numbepbirmaceuticdgacilities
thananyotherRegon and more than half of all inspections nationally
were carried out in this Repn. The hidh rate of inspections in
relation to the numbe of facilities is rdlected in the Region’s
relatively low average time beween inspe&tions (6 months)

Regions VI had only five pharmaceutical facilities (identified ltige
IDEA systeam) and a reatively high average time beween

inspectons. However,in the pasfive years four enforceemtactons
were brought aginst facilities in the Regn, gving it one of the
highest enforcement to inspetion rates.

Regon X had onlyone pharmaceutical facilitidentified bythe
IDEA system. In the past five years this facility was inspected twice
and had two enforcement action brbhtigainst it.
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Table 20: Five-Year Enforcement and Conpliance Summary for the Pharmaceutical Industry

A B C D E F G H I J
Region Facilities | Facilites | Number of Average Facilitie s with Percent Percent
in Search | Inspecte | Inspections Months 1o More Total State Federal Enforcement
d Between Enforcement | Enforcement Lead Lead to Inspection
Inspections Actions Actions Actions Actions Rate
I 8 5 11 44 0 0 0% 0% --
Il 60 53 624 6 21 95 84% 16% 0.15
i 18 16 111 10 3 3 100% 0% 0.03
v 24 17 227 4 12 83% 17% 0.05
\% 22 16 143 4 5 60% 40% 0.03
VI 5 5 17 18 1 4 0% 100% 0.24
Vi 12 8 37 19 1 1 100% 0% 0.03
VIlI 6 5 22 16 0 0 0% 0% -
IX 3 7 69 0 0 0% 0% -
X 1 2 30 1 2 50% 50% 1.00
IOTA 164 129 1,201 8 35 122 80% 20% 0.10
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VII.B. Com parison of Enforcement Activity Between Selected Industries

Tables?1and 22 allow the compliance histafthe pharmaceutical industry
to be compared with the other industries coveredtiy industrysector
notebooks.Comparisonetweerirables 21 and 22 pemit theidentific ation

of trends in compliance and enforcement records of the industry
comparing data coveringhe last five gars to that of the pastgr. Some
points eident from thedaa are listed bdow.

. The pharmaceutical industhad one of the higest inspection rates
asindicated by its relatively low average time beween inspetions @
months) compared to other industries.

. Compared to other sectors, the pharmaceutical indusiag a
relatively high enforcement to inspection rate (0.07) and a relatively
high percent of facilities inspected with violations (105 percent).

Tables 23 and 24 provide a more in-depth comparison between the
pharmaceuticahdustryand other sectors lbyeakingout the compliance and
enforcement data gnvironmental statuteAs in Tables 21 and 2h¢daa
cover the last five years (Table 23) and the previousay (Table 24) to
facilitate the dertificaion of recent trerds A few points evidert from the

data are listed bdow.

. Over the past five gars, about 80 percent of the indusry
inspections were for CAA and RCRA. Ove thepast year CAA and
RCRA ingections accounted for almost 90 percent of inspections.
Thistrendis primarily dueto an inaease in CAA inspetions and a
decreasen CWA and FFRA/TSCA/EPCRA/Other nspedctons.

. The percerdge of CAA enforcenent acions ncreased fron¥9
percent over the past fivegrs to 71 percém the past year. At the
same time the peacentage of CWA enforcement ections dereased
from 25 percent to 14 percent.
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Table 2: One-Year Enforcement and Conpliance Simmary for Selected Industries
A B C D E F G H
Facilities with 1 or More Facilities with 1 or more
Violations Enforcement Actions Total

Facilities Facilities Number of Enfort;ement Enforcement to
Industry Sector in Search Inspected Inspections Number Percent* Number Percent* Actions Inspection Rate
MetalMining 1,232 142 211 102 72% 9 6% 10 0.05
Coal Mining 3,256 362 765 90 25% 20 6% 22 0.03
Oil and Gagxtraction 4,676 874 1,173 127 15% 26 3% 34 0.03
Non-Metalic Mineral Mining 5,256 1481 2451 384 26% 73 5% 91 0.04
Textiles 355 172 295 96 56% 10 6% 12 0.04
Lumber and Wod 712 279 507 192 69% 44 16% 52 0.10
Furniture 499 254 459 136 54% 9 4% 11 0.02
Pulp and Paper 484 317 788 248 78% 43 14% 74 0.09
Printing 5,862 892 1,363 577 65% 28 3% 53 0.04
Inorganic Chenicals 441 200 548 155 78% 19 10% 31 0.06
Resins and Manade kbers 329 173 419 152 88% 26 15% 36 0.09
Pharmaceuticals 164 80 209 84 105% 8 10% 14 0.07
Organic Chenicals 425 259 837 243 94% 42 16% 56 0.07
Agricultural Chenicals 263 105 206 102 97% 5 5% 11 0.05
PetrdeumRefining 156 132 565 129 98% 58 44% 132 0.23
Rubber and Rktic 1,818 466 791 389 83% 33 7% 41 0.05
Stane, Clay, Glass and Qucrete 615 255 678 151 59% 19 7% 27 0.04
Iron and $eel 349 197 866 174 88% 22 11% 34 0.04
Metal Cadings 669 234 433 240 103% 24 10% 26 0.06
Nonferraus Metabk 203 108 310 98 91% 17 16% 28 0.09
Fabricated Metal 2,906 849 1,377 796 94% 63 7% 83 0.06
Electranics 1,250 420 780 402 96% 27 6% 43 0.06
Automobile Assenbly 1,260 507 1,058 431 85% 35 7% 47 0.04
Shipbuiding and Repair 44 22 51 19 86% 3 14% 4 0.08
Ground Trangportation 7,786 1,585 2,499 681 43% 85 5% 103 0.04
Water Tranportation 514 84 141 53 63% 10 12% 11 0.08
Air Trangortation 444 96 151 69 72% 8 8% 12 0.08
Fossil Fuel Electric Power 3,270 1,318 2430 804 61% 100 8% 135 0.06
Dry Cleaning 6,063 1234 1436 314 25% 12 1% 16 0.01

*Percentagesin Colums E and F ae based on thenunber of fadlitie s ingpected (Columrm C). Percentages can exceedl00%because violationsand adions can
occur without a fadity inspection.
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VII.C. Review of Major Legal Actions

This section provides summaigformation about major cases that have
affected this sector, and Supplement&gvironmental Projects (SEPS).
SEPs ge compliance agreements thd reduce afacility 's stipulated pendty in
return for anenvironmentl projectthatexceedstte vale of he redudbn.
Often, these projects fund pollution prevention activities thah ca
significantly reduce the future pollutant loadings of afacility .

VII.C.1. Review of Major Cases

As indicakedin EPA’'s Enforcement Accomplishments Report18%5 and
FY1996 publications, 5 sigificant enforcement eactions wee resolved
between 1994 and 1996 for the pharmaceutical industry

In the Matter of Ciba-Gigy, Inc.: On November 7, 1994, Riemn Il issued
an administrative consent order to Ciba-Geilnc., assessing penaltyof
$130,000 ér violations of EPCRA a its Toms Riwer, New Jasey, facility .
The order was based upon an inspection of CibayGdayility thatresulted
in asixteen count complant aleging tha CibaGegy failed to report thd it
used certain of the followingopper compoundsjygol ethers; chromium
compounds; cobalt compounds;.@Qisperse Yellow 3; dietmlamineand
ethylene dycol duringthe calendargars 1988 throug1991.

Ciba-Geigy Supefund Site On October 18, 1995, Rienm Il issued an
administrative order on consent under Sections 104, 107, and 122 of
CERCIA to the Ciba-Geig Corporation.The orde requires Ciba-Geigy to
perform,underEPA ovesight, afeasibility studyfor Opeable Unit Two to
develop and evaluae remedia dternaives for gpproxmately twenty-one
potential source areas ofrgundwater contamination on the sit&he
estimated cost of the work that Ciba-Gewgll perform is $20 million. In
addition, Ciba-Geigy will asopay all of EPA’'s unrembursed pas repons
costs, $797,000, plus all of EPA’s future responsescimgl uding oversight
costs.

The siteis on the National Priorities st and located in Toms River, Ocean
County New &rsey Groundwater at the site is contaminated witheoig
andinorganic compoundsandemanates from surface and subsurface former
disposal areas on the site. Pursuant to a settlement with EPA in 1994, Ciba-
Geigy is currentlyremediatinghe goundwater contaminatioriePA recently
completed a basdine public hedth risk assessmet or soure area surface
soils, & wdl as aremedia investigation to xkamnethe naure and extent of
thecontamination in the soure aress a thesite In paforming thefeasibility
study for the source areas, Ciba-Ggibas ageed to adopt EPA’s risk
assessment and remedial invesign report.
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TakedaChemical ProductsUSA, Inc. (NC): On August 31, 1995, Regn
IV entered into aconsent agreement/conseit orde (CACO) resolvingclaims
against Takeda Chemica Produds USA, hc., for violaions of RCRA aits
vitamin manufacturinglant in Wilmingon, North Carolina.As part of a
solvent exraction process, Takedargerated a byroduct referred tosa
DAS-fuel, which Takeda intended to burn for energcovery Prior to
receivinganypermitsto burn the DAS-fuel, Takedagerated DAS-fuel and
stored it on-site for a period in excess of 90 days withouta permitor interim
status, and later shipped it off-sitdePA determined that the DAS&uel
(essentially spent toluene mixed with DAS wder and polymers) was FO05
hazardous waste.As a result, on September 24, 1994, iRegV issued a
complaintfor illegal storag of hazardous waste, failure to make a hazardous
waste determination, and failure to manifest the B shipped off-site.
The CACO requires Takeda to pay civil penaltyof $99,000, but allows
Takedato bring DAS-fuel back on-site for reprocessimgovided Takeda
mana@s anywaste it produces as a result as aftous waste.

Abbott Laboratories: A consentageenent and fnal order was gjned in
September 1995, concerniAdpbott Laboratories Corporation’s violations
of RCRA stadads gplicable to theburningof hazadous watein boilers
and industrial furnaces (B) at its North Chicag, lllinois facility.
Negatiations with Abbott laboraories dter issuance of the complant in
February 1994 resulted in a penaltf $182,654. Abbott also eepd to
conducta supplementagrvironmental project (SEP) tha will allow Abbott
to recover and recye the methylene chbride praluced in its manufacturing
processes and will reduce fugitive methylene chloride emissions. The SEP
involves three sgarate, dbat similar, opeations, relacing “wet” vacuum
pump systems with “dry pumps and hig efficiency condensers. The
projected cost of the SEP is $480,000.

VII.C.2. Supplementary Environmental Projects (SEF)

Suppkmenta environmental projects (SEPs) are enforcement optionsthat
require the non-compliant facilitp complete specific projecténformation
on &P cases can be accesseatlte internetat EPA’s Enviro$en$enebste:
http://es.ind.gov/sep.

Sector Notebook Project 133 September 1997



Page 130 intentionallyleft blank.



Pharmaceutical Industry Activities and Initiatives

VIIl. COMP LIANCE ACTIVITIES AND INITIATIVES

This section higlights the activities undertaken Hyisindustrysectorand
public agncies to voluntarilyimprove the sect@' environmental
performance. These activities indude thoseindegoendently initiated by
industrial trade associations$n this section, the notebook also contains a
listing and description of national and regal trade associations.

VIILLA. Sector-related Programs and Activities

The mharmaceutcal Research and Manufturers of America (PhRMA) and
EPA are consideringdeveloping compliance and redations gides,
concerning the interactions of EPA and DA regulations for the
pharmaceutical industry

VIII.B. EP A Voluntary Programs
33/50 Program

The 33/50 Progam is a gound breakingprogam that has focused on
reducingpollution from seventeen Higpriority chemicals througvoluntary
partnershipsvith industry Theprogamsname stems from itogls: a 33%
reduction in toxc releases and transfers 1§92, and a 50% reduction by
1995,aganst abasdine of 1.5 billion pounds ofeleases and transfers in
1988. The results have been impressivge300 companies have joined the
33/50 Progam (representingver 6,000 facilities) and have reached the
national targets a year ahead of schedul The 33% g@al was reached in
1991, ad the50%goal -- aredudion of 745 million poundsof toxic wades

-- wasreacled in 1994. The 33/50 Pogram can provide case studies on
many of the corporat accorplishments in reducng wase.

Table 25 lists thosecompanies paticipating in the 33/50 progam tha
reported the SC codes 2833 and 2834 to TREome of the companies
shown also listed facilities that are not producipgarmaceuticals.The
numbe of facilities within eachcompary thatare f@rticipaing in the 3/50
program and hat report pharnmaceuical SIC codes $ shown. Where
available and quantifiable amst 1988 releases and transfers, each
companys 33/50 gals for 1995 and the actual total releases and transfers
and percent reduction between 1988 and 1994 are presenteét the time of
publication of this document (Augt 1997) 1995 33/50 Pnam TRIdata
were not available.

Table 20 shows that 34 companies comprised of 160 facilitie s reporting SIC
2833and 2834 are partipatd n the 3360 program For hos conpanes
shown with more than one pharmaceutical manufacturiaglity, all
facilities may not be paticipaing in 3350. The 33/50 gals shown for
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companiesvith multiple pharmaceutical facilities, however, are company
wide, potantially aggregating morethan onefacility and fecilities not @rrying
out pharmaceutical operations. In addition to companwide gals,
individud facilities within acompany may have thar own 33/50 gds or
may be speificaly listed as not paticipating in the33/50 progam. Since
the adud pecent redudions shown in théast clumn gply to dl of the
companies’ pharmaceutical manufacturiaglities and onlypharmaceutical
manufacturing facilities, direct compaisons to thosecompany gods
incorporatinghon-pharmaceuticécilitiesor excludingcertain facilities may
not bepossible For informaion on speific facilitie s participaingin 33/50,
contact David Sarokin (202-260-6907) at the 33/50 RaragOffice.
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Table 25: Phamaceuti cal Industry Participation in the 3350 Program

Parent Conmpany Comparny-Owned | Compary-wide 1988 TRI 1994 TRI Actua %
(Headquarters location Pharmacetical % Reduction Releases ah Releases ah Redction for
Facilities Goal (1988- Trarsfersof Trarsfersof Pharmacedical
Reporting 33/50 1995) 33/50 Ghemicals | 33/50 Ghemcals | Facilities (1988 -
Chemicals (pounds) (pounds) 1994)

3M Minnesota Mining & 2 70 885, 011 194, 850 78

Mfg.. Conpany -

St. Raul, MN

Abbott Laboratories - 6 20 3,017, 869 2,869, 793 5.0

North Chicag, IL

American Home Rroduds 19 50 1, 828, 970 930, 992 49

Corporation -

Madison ,NJ

Analbolic Incorporated - 1 75 39, 602 0 100

Irvine, CA

Baxter Intermational Inc. - 8 80 921, 282 33, 312 96

Deerield, IL

Boetringer Ingelheim Corp. 2 50 198, 500 247, 166 -24.5

Ridgefield, CT

Bristol-Myers Saiibb Co. - 15 50 4,876, 002 2, 305, 269 53

New York, NY

Burroughs Wellcome Co. - 2 26 469, 075 193, 171 59

Durham, NC

Ciba-Geigy Compary - 14 50 2,613, 266 1,179,471 55

Tarrytown, NY

Coating Place Ircorporated - 1 *Hx 149, 000 0 100

Verong WI

Dow Chenical Campary - 1 50 115, 000 109, 100 5

Midland, Ml

Eastman Kods Company - 1 50 87, 350 15, 766 82

Rocheser, NY

Eli Lilly and Conpany - 7 50 5, 749, 879 1,194, 760 79

Indianapolis, IN

FisonsCompany - 1 xokk 3,395 2,229 34

Rocheser, NY

Ganes Cremicals Inc. - 2 *ok* 67,018 19, 586 71

Carlstad, NJ

Hoechst Celamse Canpary 1 50 0 0 --

Corpus Christi, TX

Hoffmam-La Roche Inc. - 5 62 2, 154, 667 1, 230, 361 43

Nutley, NJ

Johnn & Johnn - 2 65 258, 090 234, 444 9

New Brunswick, NJ

Mallinckrodt Group Inc - 1 50 0 500 -

Sant Louis, MO

Merck & Compary Inc. - 7 50 5, 863, 293 927, 225 84

Whitehous Stdion, NJ
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Table 25: Phamaceuti cal Industry Participation in the 3350 Program
Monsarto Compary - 3 25 9, 200 3,480 62
Sant Louis, MO
Par Pharmacetical Inc. - 1 *hk 194, 099 0 100
SpringValley, NY
Perrigo Compary - 2 95 638, 235 0 100
Allegan, Ml
Pfizer Ircorporated - 10 50 2,492, 314 3, 250, 940 -30
New York, NY
SandozCarporation 18 50 572,915 100, 439 82
New York, NY
Schering-Plough Corp. - 7 70 3,181, 202 1, 867, 558 41
Madison, NJ
Smithkline Beecam 6 81 2,882,573 35, 469 99
Americas -
Philaddphia, PA
Solvay America Irc. - 1 * 0 36, 474 -
Houdon, TX
Syntex USA Incorporated - 3 33 1, 093, 051 393, 493 64
Palo Alto, CA
Tishcon Corporation - 2 e 3, 900 113, 000 -2797
Westhury, NY
United Organics Cap. - 1 * 0 5, 950 -
Williamston, NC
Upjohn Company - 3 50 7,128, 339 5, 654, 150 21
Kaamazoo, Ml
Upsher-Smith Laboratories 1 100 94, 000 320, 000 -240
Inc. -
Minneapolis, MN
Warner-Lanbert Compary - 4 40 197, 540 242, 638 -22
Morris Pains, NJ
Total 160 47,784, 637 23,711, 586 50

Souce: US EPA 33/50 Rigram Office, 19961995 33/50 TRI dataas not available at time of publication.
!ConpanywideReductionGoalsaggrecate all corpany-owned fcilities which may include fcilities not producingharnaceuticals.
* = Redudion goa not quantifiable againg 1988 TRI daa

** = Use redudion goal only.

** = No numeric reducti

Environmental Leadership Program

ion goal.

The Environmentd Leadership Progam (ELP) is a naiond initiative
developed byEPA that focuses on improvirenvironmental performance
encouragg voluntarycompliance, antuilding working relationships with
stakeholders. EPA initiated a onesar pilot progam in 1995 byselecting

12 projects at industrial facilities and federal installations that demonstrate

the principles of the BR progam. These pringles indude environmental
multimelia compliance assurace, third-paty
verification of compliance, public measures of accountabifigllution

management systams,
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prevention, communityinvolvement, and mentor pragns. h return for
participating pilot participants received public recogon and were iyen
a period of time to orrect any violations disovered during these
experimental projects.

EPA is makingplans to launch its full-scale Environmentadadership
Progamin 1997. The full-scale progam will be facilitybased with a 6ear
participation cycle. Facilitie s that meet certain requirementsvill beeligible
to participate, such as havinga communityoutreach/emplae involvement
progams and an envonmeni@l management system (EMS) in place for 2
yeas. (Contact: http://es.inelay/elp or DebbyThomas, EP Deputy
Director, at 202-564-5041)

Project XL

Project XL was initiated in March 1995 as a part of President Cliston’
Reinventing Environmental Regulatiomitiative. The projects sek to
achieve cost effective environmental benefits pyoviding participants
regulatory flexibility on the condition that theyproduce geate
environmentd bendits. EPA and progam paticipants will negotiate and
sign aFina Project Agreement, ddailing speific environmentd objectives
that the regulated entity shall satisfy. EPA will provide regulatory flexibility

as anmcentve for he paricipans superpr envionmentl performance.
Participants are encourad to seek stakeholder support from local
governments, businesses, and environmentalpgs. EPA hopes to
implement fifty pilot projects in four catewies, includingindustrial
fadlities, @mmunities, axd govenment facilities regulated by EPA.
Applications are beingccepted on a rollingasis.

In 1996, ERA accepted a proposal bWerck to deliver superior
environmental protection while allowing flexible operation at its
pharmaceutical manufacturinigcility near Elkton, Virgnia. Merck, along
with its st&eholdes, developed asimplified ar pemit for thefacility tha
will cap total air emissions of criteria pollutants at less than recent actual
levels and dlow the facility to m&e changes and alditions to its
manufacturing processes as soon as theye needed without prior approval.
The upfront ewvironmentd bendfit which will enable Merck to opeate
flexibly under the emissions cap will come from convertivggc@l buming
powerhouse to naturalg. This conversion will reduce the sstattual air
emissions by over 900 tons perear of criteria pollutants, and 50 tons per
year of haardous air pollutants.

Under the proposal, EPA and the i Department of Environmerta
Qudity (VADEQ) will adopt the Prevention of Sigficant Deterioration
(PSD) permit throup different mechanisms under their respective
jurisdictions. EPA plans to promudig a site-specific rule making order
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to m&e adjustmaents to airrent goplicable regulations to dow for theflexible
opeation of thepemit. TheVirginia Stae Air Pollution Control Boardwill
promulgate a variance to make the PSD permisllggenforceable under
statelaws.Theseproposed actions and the draft permit were subject to public
comment and it is epected tha the peamit will be issuel to Mack during
1997.

For additional information remyding XL projects, includingapplication
procedures and criteria, see the Ma3B3, 1995 Ederal Regster Notice.
(Contact: fax-on-Demand Hotline 202-260-8590eb: http://www.epa.gv/
ProjectXL, or Christopher Knopes at EPA’s Office of Poli®&anningand
Evaluation 202-260-9298)

Climate Wse Program

Climate Wise is helpinyS industries turn eneygfficiencyandpollution
prevention into a corporate asseSupported bythe technical assistance,
financing informaion and public recognition tha Climate Wise offers,
participating companies are developingnd launchingcomprehensive
industial energy efficiencyand polution prevenbn acton plns hatsave
money and protect the environment.The nearly300 Climate Wise
companiegxpectto save more than $300 million and reduceeghouseas
emissions byl8 million metric tons of carbon dime equivalent byhe year
2000. Some of the actions companies are undertakingchieve these
resultsinclude proaessimprovements,boiler and st@m systan optimizaion,
air compressor sfem improvements, fuel switchingind waste héa
recoverymeasures includingogeneration. Created as part of the President’s
Climate Change Action Plan, Climae Wise is jointly opeated by the
Department of Eneygand EPA.Under the Plamany othe programs were
also launched or upgded includingsreen lights, WasteW$e and DoE’s
Motor Chdlenge Progam. Climate Wise provides an umbrdia for these
programs which encourage company participation byprovidinginformation
on the range of partnership opportunities availabl¢Contact: Pamela
Herman, EPA, 202-260-4407 aanJVernet, DoE, 202-586-4755)

Energy Star Buildings Program

EPA’s ENERGY STAR Buildings Progam is a voluntaryprofit-based progm
designed to improve the energefficiency in commercial and industrial
buildings. Expandingthe successful Greendhts Progam, ENERGY STAR
Buildings was launched in 1995. This prag relies on a 5-stagstratey
designed to maimize energy savings theeby lowering energy bills,
improvingoccupant comfort, and preventing pollution -- dl at thesanetime.
If implemented in evergommercial and industrial building the Unitel
States, ENERGY STAR Buildings could aut thenation’s energy bill by up to
$25 billion and prevent up to 35%of carbon dioxideemissions. This is
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equivalent to tking 60 million crs of theroad). ENERGY STAR Buildings
participants include corporations; small and mediureddmsnesses; local,
federal and state governments; non-profitrgups; schools; universities; and
heakh care facilities. EPA provides technical and non-technical stuppor
including software, workshops, manuals, communication tools, and an
information hotline EPA’s Office of Air and Raliation manages the
operation of the BERGY STAR Buildings Progam. (Contat: Green
Light/Energy Star Hotline at 1-888-STAR-YES or Maria Tikoff Vaigg EPA
Program Director at 202-233-9178 or visit th&iHRGY STAR Buildings
Progam website at http://www.epagappdstar/building)

Green Lights Program

EPA’s Green Lights progam was initiated in 1991 and has thealgof
preventing pollution byencouraging U.S. institutioisto use erergy-efficiert
lighting technologes. The progam saves moneyor businesses and
organizations and creates a cleaner environmentrdégjucing pollutants
released into the atmosphefigne progam has over 2,345 participants whic
include major corporations, small and mediunegimisinessedederal state
and local governments, non-profitrgups, schools, universities, and health
carefacilities. Each paticipant is required to survg thdr facilities and
upgrade lidnting wherever it is profitable As of March 1997, participants
had lowered their electric bills by289 million annually EPA provide
technical assistance to the participants thfoaglecision support software
packag, workshops and manuals, and an information hotkiiA’s Office
of Air andRadiationis respondile for opeating the Green Lights Program.
(Contact: Green Ight/Enery Star Hotline at 1-888-STARYES or Maria
Tikoff Vargar, EPA Progam Director, at 202-233-9178 the )

WasteVibe Program

The WasteW$e Progam was started in 1994 IBPA’s Office of Solid
Waste and Emergncy Response. The progam is aimed at reducing
municipal solid wastes by promotingwaste prevention, reclng collection
and the manufacturingand purchase of reched products.As of 1997, the
progam had about 500 companies as members, one third of whom are
Fortune 1000 corporationsMembers agee to identifyand implement
actons to reduce thar solid wastes sdting waste redudion gods and
providing EPA with yearly progess reportsTo member companies, EPA,
in turn, providestechnical assistance, publications, networkipgortunities,
and national and ragnal recogition. (Contact: WasteWi$e Hotline at 1-
800-372-9473 oraanne Oley, EPA Progam Managr, 703-308-0199)
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NICE®

The U.S. Department of Engrgs administeringagrant program called The
National Industrial Competitiveness thraudg=nery, Environment, and
Economics (NICE®). By providing grants of up to 45 percent of the total
projectcost,the progam encourags industryto reduce industrial waste at its
soure@ and beome moreenergy-efficient and wst-compditive throudh waste
minimization efforts. Grants are used bwdustryto desiq, test, and
demonstrate new processes and/or equipment with the potential to reduce
pollution and mncrease eneygefficiency The progam is open o all
industries;however, priorityis gven to proposals from participants in the
forest products, chemicals, petroleum refinstgel, aluminunmetalcasting

and gass manufacturingectors. (Contact: http//www.oit.doevgaccess/
nice3, Chris Sifri, DOE, 303-275-4723 or Eric Hass, DOE, 303-275-4728)

Design for theEnvronment (DfE)

DfE is workingwith several industries to identifyost-effective pollution
preventon stategies hat reduce $ks b workersand the environment. DfE

helps bushesses copare and evabi the perfornance, costpollution
prevention benefits, and human health and environmental risks associated
with existing and alternative technolagg. The goal of these projects is to
encourag businesses to consider and use cleaner products, processes, and
technologes. For more information éout theDfE Program cal (202) 260-

1678. To obtain copies of DfE materials or foegral information about

DfE, contact EPA’s Pollution Preventionférmation Clearingouseat (202)
260-1023 or visit the DfE Website at http://es.ineN/glfe.

VIII.C. Tr ade Assocation/Industry Sponsoed Activity
VIII.C.1. Environm ental Programs

The Pharmaceutcals Research and Manufaaters of Anerica (FARMA)
coordinates the research-based pharmaceutical inttistesponse to
industy-specfic envronmentl issues, such ake pharmaceuical MACT.
PhRMA works throug an environmeitd committee, a seies of
subcommittees responsible for udory areas such as waterdhar, ard ad
hoc work goups to address narrowlgcused issues.

The research-based pharmaceutical indadsy relies omther broad-based
trade assodatons for ssues hat affect the larger bushess comunity.
Several of the PhARMA menbeas ae aso menbeas of the Chanica
Manufacurers Asso@ton (OVMA) and therefore are parbf CMA’s
Responsible Care@itiative.
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In addition, many phamaceuical comparies have been implementing their
own ervironmentd progams and initiatives to reduce the environmentd
impacts of their products and manufactunmgoesses. These programs ae
both company-wide and & the facility level. More informaion on sub
programs can be obtained by contacting individud companies and facilitie s.

Sector Notebook Project 143 September 1997



Pharmaceutical Industry Activities and Initiatives

VIII.C.2. Summary of Trade Associations

Pharmaceutcal Research and Manufagaters

of America (PhRMA)

1100 15th Street, NW Budget:$20,000,000
Washingon, D.C. 20035 Staff: 80

Phone: (202) 835-3400 Members: 40 companies
Fax (202) 835-3414 Affiliates: 30 companies

The Fharmaceuical Research and Manufaaters of Anerica (fRRMA) is a non-
profit organization which was established in 1958s main function is to assist
research-based phaaeutcal conpanies in discovery devebpment, and narketing
of new drugs for hunans. Comprised of nost of the lrgest pharnaceuical
companies in theUnited Stdes, PhARMA menba's ae primaily engaged in research
and development of new medicinesTo be a member of PhARMA, a companyst
be heavilyinvolved in research and development (Ré&nd must alsmanufacture
and market finished dosagform drug under their own brand namdé?hRMA
member companies invest neafl§9 billion a yar in discoveringnd developing
new drug. Additionally, PhRMA members account for approately 90% of total
pharnaceuical saks in the Unted Sates.

Generic Barmaceuticalddustry

Association

1620 |Street, NW Budget: $1-2,000,000
Washingon, D.C. 20006-4005 Staff: 6

Phone: (202) 833-9070 Members: 46 companies

Fax: (202) 833-9612

The Generic PRarmaceutical ndustry Association (GR) is a primary trade
association for manufacturers and distributorsenegcdrugs. Its main publication
is “GPIA News”.

National Pharmaceutical Alliance

(NPA)

421 KingStreet, Suite 222,

Alexandria, VA 22314

Phone: (703) 836-8816 Budget: $250-500,000
Fax: (703) 549-4749 Members: 165 companies

TheNationalPharmaceuticalliance (NPA) is an orgnization which represents the
interests of small pharmaceutical companies and allied induditesbers oNPA
develop bioequivalent versions of major branded products, create products of
alternative combinations, strahg, and/or dosa&gforms, and market products whic
arenotproducedy larger companiegnd which would not be available to the public
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othewise NPA assists in meting these goals for its menba companies. NPA aso
publishes a bi-monthlypurnal called “NPA &News, Washingon Report.”

American Pharmaceuical Assocation

(APhA)

2215 Constitution Ave. NW

Washingon, DC 20037

Phone: (202) 628-4410 Budget: $12,000,000
Fax: (202) 783-2351 Members: 44,000

The American Fharnmaceutcal Assocation (APhA) is a professinal socety that
includes phamecists in # practice sdtings, eductors, studets, esearclers edtors
and publishers of pharmaceuticédature, phamacetical chemists and scientists,
and food and drugfficials. APhA promotesjudity health care and ompréhensive
pharnaceuical care hrough the appropite use of pharracyservces. APhA works

to: represent the interests of the profession beforeegimental bodies; interprets
and disseminates information on developments in health care; and assure quality
pharmacy services and patient careAPhA fosters professional education and
training of pharmacists; supports the AcadeofyPharmaceutical Research and
Science,the Acadeny of PharmacyPractice and Management, and the Academy of
Students of Pharmacy APhA also publishes a quarterhewsletter,Academy
Reporter and monthly journals including American PharmacyJournal of the
American Pharmaceutical Associatjcend Journal of Pharmaceutical Sciences

United Sates harmacoped

Convention (USP)

12601 Twinbrook Pky

Rockville, MD 20852

Phone: (301) 881-0666 Budget: $20,000,000
Fax: (301) 816-8247 Members: 395

The United States Pharmacopeial Convention (USP) is anzeagauthorityin
medicine, pharmacyand allied sciences.USP revises and publishes di#yg
recoqiized compendia of drugtandards includinthe National Formulary
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National Assocation of Fharmaceutcal Manufactrers (NARM)
320 Old CountryRoad - Suite 205

Garden CityNY 11530

Phone: (516) 741-3699

Fax: (516) 741-3696

Nonprescription Drudg/anufacturers Association
1150 Connecticut Avenue, NW

Washingon, DC 20036

Phone: (202) 429-9260

Fax: (202) 223-6835

NationalWholesak Drugists Assocation
1821 Michael BradayDrive

Suite 400

Reston, VA 22090

Phone: (703) 787-0000 £x240

Fax: (703) 787-6930
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IX. CONTACTS/ACKNOWLEDG MENTS/REFERENCES

For further information on selected topics within the pharmaceutical industry
a list of publications and contacts are provided below:

Contacts’
Name Organization Telephone Subject
Emily Chow EPA/OECA (202)564-7071 Chamical Indugry Branch,

Regulatory requirements ard
comgiance assistare

JaanneBerman EPA/OECA (202)564-7064 Chanmical Indugry Branch,
Regulatory requirements ard
compiance assistaze

Frank Hund EPA/IOW (202)260-7182 Regulatory Reguirements (CWA)
Randy McDondd EPA/OA (9196415402 Regulatory Requirements (CAA)
Umesh Dhdakia EPA Rajion Il (212)6374023 Regulatory Reguirements (CAA)
Nancy Sager FDA- Center for Drug | (301)5945629 Information on Human Drugs
Evaludion and
Research
Daniel Kearns FDA - Center for (301)8273031 Information on Biologics

Biologics Bvaluation
and Research

ChalesE. Erkson, | FDA - Center for (301)5941683 Information on Veterinary

" Veterinary Medicine Medicine

Mervin Paker FDA - Center for (301)5942186 Information on medical devices
Devices anl and radological realth
Radiological Health

Buzz L. Hoffman FDA - Center for (202) 4183005 Information on foods
Food Safety ard
Applied Nutrition

Tom White PhRMA (202)8353546 Environmental Affairs

CAA: Clean Air Act

CWA: Clean Waer Act

OECA: Office of Enforcerantand mpliance Assurance

OA: Office of Air

OW: Office of Waer

FDA: Food and DrucgAdministration

PhRMA: Pharmaceutcal Research and Manufaaters of Anerica

& Many of the coracts listed aba have provided \aluable bacground informationard conments duing
dewelopmert of this document. EPA apprecatesthis supportard ackowledges that the individuals listed do rot
necesarily erdorse all gatemerts made within this rotebook
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